BMJ Open publishes all reviews undertaken for accepted manuscripts. Reviewers are asked to complete a checklist review form (http://bmjopen.bmj.com/site/about/resources/checklist.pdf) and are provided with free text boxes to elaborate on their assessment. These free text comments are reproduced below.
8. The very last sentence: candidate patients (=low risk patients) showed better outcome: this is self-evident. We define "low risk" in which better outcome can be reasonably expected. 9. General: What is new? Original manuscript should have something new. What is generalizable? Describing "your" institute data itself does not stand as a scientific paper. It may be worthy for "within colleague" discussion but scientific paper requires some generalization. Readers cannot understand the novel points of this study nor how the present data can be generalizable.
REVIEWER

Katheryne Downes Director of Clinical Research Foundation for Orthopaedic Research and Education USA REVIEW RETURNED
18-Dec-2018
GENERAL COMMENTS
The authors present the results of a large birth cohort in Spainspecifically addressing the issue of how classification for "candidate for a natural birth" is associated with maternal and neonatal outcomes.
I believe that the information available in the core dataset that was collected is likely of interest, however, the current structure of the paper is confusing and seems to represent a mixture of several different ideas.
General Comments:
First, I'd recommend that the authors obtain editorial assistance from a native-English speaker, (preferably one with obstetrical expertise) to go through and correct the paper-there were several instances in which the writing was confusing and/or not likely what you intended to state.
Second, you may wish to reconsider the term "natural" or "normal" birth -for one, the terms are inconsistently used throughout the paper, but both of these terms mean something different depending on country of origin. In the US-I would have said that the objective of your study was to determine the percentage of pregnancies classified as "low risk."
Third-The biggest general issue in the paper was that it wasn't entirely clear what you were trying to investigate. Part of the time, it sounded like the authors wanted to look at practice guideline adherence as an outcome (so, if a patient was "low risk" or "a candidate for a normal birth", were the recommended guidelines followed?) However, it wasn't clear what the guidelines actually are-the authors make several comments about the findings being "in line with practice recommendations" but it's difficult for the reader to evaluate that statement without knowing the guidelines.
At other times, it sounded like the authors wanted to compare low risk and non-low risk pregnancies and look at maternal and neonatal outcomes. But-the finding that low risk pregnancies have better maternal/neonatal outcomes is not at all novel.
Based on what is currently written, I'm also unclear how patients were handled if they were initially classified as "low risk" or "candidate for normal birth", but then developed complications during labor? It sounds as if interventions and outcomes were examined without consideration for what happened during the actual delivery-if that is true, your interpretation of the results would be inaccurate.
Specific Comments:
1) Abstract-results-should be "categorical and *continuous* variables" not "quantitative"
2) Materials and methods-please add a detailed description regarding the "strategy for normal birth" and what the guidelines consist of.
3) Material and methods-page 6 lines 7-11: Please clarify what a "controlled pregnancy" is (I'm guessing it's one in which there was regular prenatal care?)...
I believe "simple foetus" is supposed to be "single foetus"?
I'm confused by how "live newborn" can be used to classify a pregnancy before delivery? Perhaps you mean a live foetus?
4) Methods-Statistical Analysis-There is no information presented as to the analysis of continuous variables-it only states that distributions were assessed. Tables-please revise p-values from "p<0.000" to "p<0.001" (the last zero typically means that the software is unable to estimate the significant figures beyond that point, so we generally report p<0.001) 6) Results-page 9-lines 7-16, I understand that you were trying to compare episiotomy rates among primiparous and multiparous women, and between candidate and non-candidate women, but this section was written in a very confusing manner-again, I think it would be helpful to get some additional editing for a native speaker.
5) Results/
7) Results-page 11-lines 2-11 this is again written in a really confusing manner-it may be better to just summarize and refer to a table.
8) Table 4 -you've still got a "si" in there rather than a "yes" 9) Discussion-page 16-lines 15-45... this is really hard to read-it would probably be much better to summarize the studies as which studies reported higher or lower rates and what some of the differences were that may explain those discrepancies.
10) Discussion-page 17-lines 17-41: Be careful in your discussion of cesarean rates...there are obviously countries that exceed the recommended cesarean rate, but going too low is also not goodthat's one of the criticisms of the WHO recommendations-there are many instances in which cesarean should be done and not doing so is actually more dangerous.
11) Discussion page 17, lines 44-50: Again-I think I understand what you are trying to state here, but the sentence wording is really confusing. I'm also not clear why this is appearing in the discussion when it's more of a methods statement.
12) General results -there's no information reported regarding the demographic characteristics of the population -please add.
I know that's a lot of critiques, but I want to emphasize that I think the biggest problem was that your objective/intent with this paper is not coming across clearly and it's difficult to follow what you're reporting and why...which makes it difficult to evaluate the merit and novelty of the study. I sincerely hope that the authors revise the manuscript and that I get to see the cleaned up version of the paper to truly understand the project.
I hope that the comments/questions prove helpful in the revision process.
VERSION 1 -AUTHOR RESPONSE
Reviewer(s)' Comments to Author:
Reviewer: 1 The following terms have been replaced as follows:
• "Eutocic delivery" has been repaced by "normal delivery" throughout the text.
• "Ventouse" has been replaced by "vacuum extractor".
• "Spatula" has been replaced by "Thierry's spatulas".
• "Si" was a mistake, thank you for pointing this out, this has been replaced by "yes".
2. There are a number of awkward English. Some English-paper-writing specialist should edit the one. Response: Thanks for your comment. As commented previously, we have employed the services of native English editors (IQ TRADUCCIÓN CIENTÍFICA to improve the manuscript. Extensive changes have been made throughout the text (highlighted in yellow).
3. Statistics: I wonder whether P=0.000 can be obtained. Would you please reexamine and confirm the one?
Response: This was a mistake. P=0.000 typically means that the software is unable to estimate the significance. It should have been reported as p<0.001. We have edited this in the manuscript.
4. Usually we use the terminology of "low risk pregnancy" and "high risk pregnancy" and as such we obstetricians are well accustomed to this nomenclature. In short, I believe that "candidate" roughly represents "low risk" and non-candidate roughly represents "high risk". Then, comparing "candidate" and "episiotomy" percentage (in your specific institute) and those of other country data is of little sense (meaning). Furthermore, episiotomy criteria are not described. Episiotomy incidence can greatly differ according to the institute pre-decided protocol. Non-reassuring FHR necessitates episiotomy and acute delivery, but otherwise, we can "choose" episiotomy +/-by ourselves. Thus, comparing "episiotomy incidence" with those of other countries is meaningless. Response: Thanks for your comment. We hope our response will help clarify these aspects. Indeed, in obstetrics we usually use the term "low-risk pregnancy" and "high-risk pregnancy". Based on current international recommendations for birth attendance *, **, ***: women with a "low risk pregnancy" are candidates for low intervention care and may benefit from care that is less interventionist. Women with a "high risk pregnancy" are not candidates for this type of low intervention protocol. The criteria for considering a "high-risk pregnancy" are diverse and at the time of delivery, non-candidate women may benefit from any (not all) of the recommendations of the obstetric guidelines cited above. For example: no routine episiotomy, no perineal shaving or routine cleaning enemas could be also performed in some "high-risk pregnancy" women. At present, the international recommendations**** show that there is no evidence supporting the need for an episiotomy in routine care, and an "acceptable" rate of episiotomy is difficult to determine. The criteria in place for the practice of episiotomies are based on the existence of a clinical need, such as: instrumental delivery or suspected fetal involvement. Before an episiotomy is performed, effective analgesia should be administered, except in an emergency due to acute fetal involvement. When an episiotomy is performed, the recommended technique is mediolateral episiotomy, starting at the posterior corner of the labia minora and usually directed to the right side. https://extranet.who.int/rhl/topics/preconception-pregnancy-childbirth-and-postpartum-care/careduring-childbirth/care-during-labour-2nd-stage/who-recommendation-episiotomy-policy-0
As you point out, the incidence of episiotomy can vary greatly depending on the hospital's obstetric protocol. However, due to the existence of clear international recommendations which are in place in the hospital, we believe it may be interesting to analyze the comparison with other countries to assess the degree of implementation of the recommendations and the impact on maternal or fetal morbidity.
5. Please state the relationship between candidate group vs. midwife-led ward (system/unit). Response: In our hospital, the relationship between candidate group vs. midwife-led ward is a ratio of 1:1. Each woman is attended by one midwife.
We have now included this ratio to the Materials and Methods section according to the reviewer`s suggestion (page 7):
As for the professional profile of low-risk deliveries, the guideline recommends "that hospital delivery teams promote low-risk delivery preferably by midwives, as long as it remains within the limits of normality". In our hospital, the relationship between candidate group vs. midwife-led ward is a ratio of 1:1, i.e. each woman is attended by one midwife. Response: As you pointed out earlier, the incidence of episiotomy can vary greatly depending on the hospital's obstetric protocol. However, the current international recommendations are clear. Therefore, we believe that it may be interesting for the reader to contextualize the changes in the recommendations related to the practice of episiotomy, as well as to compare data with other countries to assess the degree of implementation of the recommendations and their impact on maternal or fetal morbidity. Having these specific data on indicators and morbidity, allows us to discuss whether the thresholds established by international recommendations are reached, that is, whether there is more work to be done in this regard.
We have further clarified this point in the discussion section to enhance readability and understanding regarding the novel points of this study and how the present data can be generalizable.
The following new paragraph has been added (page 19): "The implementation of a policy of selective episiotomies, as recommended by the CPGCNB, should not translate into an increased percentage of third and fourth degree tears. In this manner, in our group of potential candidates for a policy of selective episiotomies, 0.34% of third degree tears were registered, and no fourth degree tears. These results are in line with previous studies carried out in Spain such as reports by Sadornil-Vicario ME et al. 201629 and Pérez-Valero et al.30 Another study conducted in the USA also reported similar results to our study with a percentage of 0.25% for third and fourth degree tears in low risk women without routine episiotomy.31 Conversely, in a study conducted in Brazil, percentages of severe tears were higher than those observed in our study, probably because their population did not distinguish between low-risk and high-risk women. 32 Another study based in Finland also found higher percentages compared to our study, however, in this case also, no distinction was made between high-risk and low-risk women.33 These studies show that the incidence of episiotomy can vary greatly depending on the hospital's obstetric protocol, population or country. However, the current international recommendations are clear about the implementation of a policy of selective episiotomies. Therefore, we believe that it may be interesting to compare the results across different countries in order to assess the degree of implementation of this policy and the impact on maternal or foetal morbidity". Also, at the end of the discussion section we have added the following (page 21): Our study reveals findings based on relevant health indicators. By obtaining such specific data on the incidence of episiotomy and caesarean sections this study allows us to discuss whether the thresholds established by international recommendations are reached, that is, whether there is more work to be done in this regard. In this sense, data such as the % of caesarean sections or episiotomies could be susceptible to meta-analysis or comparison with other countries. On the other hand, our results support the safety of implementing a less interventionist protocol in low-risk women. We therefore believe that this concrete data can be compared or meta-analysed. Furthermore, this line of research may be of interest to other colleagues or generalizable at least internationally among developed countries.
7. You also compared the CS rate between your institute vs. many other countries. CS rate differs greatly according to 1) the policy of the institute, and 2) target populations of the institute. Comparing merely CS percentage is of less sense. You did not mention placenta accreta spectrum (PAS) or placenta previa: These now attracted greatest attention of obstetricians.
Response: Thanks for your comment. We hope this information will help clarify this point to the reviewer. As in the case of episiotomy, international organizations have now developed consensus documents and recommendations on cesarean rates which are also in place at the hospital under study. We agree with the reviewer that the caesarean rate depends on the policy of the hospital and the population it serves. We have now clarified in the text that the hospital under study follows the "Clinical Practice Guidelines on Care of the Normal Birth" (CPGCNB), published by the Spanish Ministry of Health (page 6).
We believe it is important to analyze the rate of caesarean section in our country and compare this with other studies in order to evaluate the degree of implementation of international recommendations, also it is important to research the safety of these interventions and the corresponding impact on the health of mothers and newborns.
In relation to the cases of the accretive spectrum of placenta (PAS) or placenta previa, we agree that this is a limitation of our study. Therefore, we have included a paragraph with this information in the limitations section of the study. Now it reads (page 21): "However, it is important to note that the cases of the accretive spectrum of placenta (PAS) or placenta previa could not be identified homogeneously and systematically in this study, and therefore, this data could not be included in the analyses". 8. The very last sentence: candidate patients (=low risk patients) showed better outcome: this is selfevident. We define "low risk" in which better outcome can be reasonably expected. Response: We agree. In "low risk" women it can be reasonably expected that they have a better outcome. However, one of our objectives is to study maternal and neonatal safety after the implementation of of a less interventionist protocol in these women, and our results show that this low intervention is safe, i.e. it is not associated with an increased risk in either maternal or neonatal morbidity. Having these specific data on indicators and morbidity, allows us to discuss whether or not the thresholds established by international recommendations are reached, that is, whether there is more work to be done in this regard.
General: What is new? Original manuscript should have something new. What is generalizable?
Describing "your" institute data itself does not stand as a scientific paper. It may be worthy for "within colleague" discussion but scientific paper requires some generalization. Readers cannot understand the novel points of this study nor how the present data can be generalizable. Response: Our study shows results from relevant health indicators. Having these specific data on the incidence of episiotomy and caesarean sections allows us to discuss whether the thresholds established by international recommendations are reached, that is, whether there is more work to be done in this regard. In this sense, data such as the % of cesarean sections or episotomies could be susceptible to meta-analysis or comparison with other countries. On the other hand, our results support the safety of implementing a less interventionist protocol in low-risk women.
We therefore believe that both that this study provides concrete data that can be compared or metaanalysed, also, that this idea may be of interest or generalizable at least in the international sphere in developed countries. We have clarified these points in the discusion section to help readers understand the novel points of this study and how the present data can be generalizable (page 21):
"Our study reveals findings based on relevant health indicators. By obtaining such specific data on the incidence of episiotomy and caesarean sections, this study allows us to discuss whether the thresholds established by international recommendations are reached, that is, whether there is more work to be done in this regard. In this sense, data such as the % of caesarean sections or episiotomies could be susceptible to meta-analysis or comparison with other countries. On the other hand, our results support the safety of implementing a less interventionist protocol in low-risk women. We therefore believe that this concrete data can be compared or meta-analysed. Furthermore, this line of research may be of interest to other colleagues or generalizable at least internationally among developed countries".
Reviewer: 2 I believe that the information available in the core dataset that was collected is likely of interest, however, the current structure of the paper is confusing and seems to represent a mixture of several different ideas.
First, I'd recommend that the authors obtain editorial assistance from a native-English speaker, (preferably one with obstetrical expertise) to go through and correct the paper-there were several instances in which the writing was confusing and/or not likely what you intended to state. Response: Thanks for your comment. We appreciate your comments and suggestions to improve our manuscript. We have used the resources of IQ TRADUCCIÓN CIENTÍFICA (http://iqtraduccion.com/articulos/) language polishing services by native English speakers in an effort to improve English language, grammar, punctuation and overall style. Please find attached a Certificate of English Editing.
Second, you may wish to reconsider the term "natural" or "normal" birth -for one, the terms are inconsistently used throughout the paper, but both of these terms mean something different depending on country of origin. In the US-I would have said that the objective of your study was to determine the percentage of pregnancies classified as "low risk." Response: Thanks for your comment. We have reconsidered the term "natural" or "normal" birth. Bearing in mind the recommendations reported by the Technical Working Group of the World Health Organization in the 1996 publication, the term "Normal Birth" has now been used throughout the paper and in the title.
Third-The biggest general issue in the paper was that it wasn't entirely clear what you were trying to investigate. Part of the time, it sounded like the authors wanted to look at practice guideline adherence as an outcome (so, if a patient was "low risk" or "a candidate for a normal birth", were the recommended guidelines followed?) However, it wasn't clear what the guidelines actually are-the authors make several comments about the findings being "in line with practice recommendations" but it's difficult for the reader to evaluate that statement without knowing the guidelines. Response: Thanks for your comment. We hope this information will help improve understanding of our study. In Spain, National guidelines are in place (cited in the text as the CPGCNB). The objective of the current national guidelines are "to contribute to the transformation of the model of birth care in our health system in such a way as to offer more effective, safe and personalised care", in such a way that childbirth is once again considered a physiological process and not a medical-surgical procedure. We have edited the "materials and methods" section of the manuscript to include detailed information regarding the CPGCCNB guidelines (pages 6-7).
At other times, it sounded like the authors wanted to compare low risk and non-low risk pregnancies and look at maternal and neonatal outcomes. But-the finding that low risk pregnancies have better maternal/neonatal outcomes is not at all novel. Response: In recent years, there has been great concern about excessive medicalization and intervention in the development of eutocic labor. For this reason, international organizations have developed guidelines for assistance to normal or pregnant childbirth with low obstetric risk. In these guidelines, the recommendations aim to reduce medical interventions in low-risk women who may benefit from less interventionist care, provided they are candidates and this does not mean an increased risk of maternal or fetal morbidity. In our study, we sought to determine, of the total number of births, how many of these belonged to women who were candidates for a less interventionist protocol, which is what we refer to as normal birth. Likewise, we wanted to explore the safety of this less interventionist protocol, i.e. whether it is or not associated with an increased risk in either maternal or neonatal morbidity. Having these specific data on indicators and morbidity, enables us to discuss whether the thresholds established by international recommendations are reached, that is, whether there is more work to be done in this regard.
Response: Thanks for your comment. We hope the following response helps to clarify this point. Indeed, there is a protocol in place, and, if at any time during the three stages of labour, any complication occurs, a woman is no longer treated in a low-intervention protocol, in order to receive the high-risk care she needs. This point has been clarified in the text (pages 8-9): "The study protocol specified that if at any time during the three stages of labour, any complication took place, the mother should no longer be treated using a low-intervention protocol, but rather she should receive the high-risk care required."
In our study, the relevant information from the three stages of labour was gathered, in order to be able to perform this classification accurately.
1) Abstract-results-should be "categorical and *continuous* variables" not "quantitative". Response: We have edited this in the text as suggested (page 2).
2) Materials and methods-please add a detailed description regarding the "strategy for normal birth" and what the guidelines consist of. Response: Thanks for your comment. We have rephrased the paragraph as follows based on the reviewer`s suggestion (page 6): "The objective of the current national guidelines13,14 are "to contribute to the transformation of the model of birth care in our health system in such a way as to offer more effective, safe and personalised care", so that childbirth may, once again, be considered a physiological process rather than a medical-surgical procedure. The strategy for normal birth includes recommendations for the three stages of labour, as detailed below".
3) Material and methods-page 6 lines 7-11: Please clarify what a "controlled pregnancy" is (I'm guessing it's one in which there was regular prenatal care?)... 6) Results-page 9-lines 7-16, I understand that you were trying to compare episiotomy rates among primiparous and multiparous women, and between candidate and non-candidate women, but this section was written in a very confusing manner-again, I think it would be helpful to get some additional editing for a native speaker. Response: Thanks for your comment. We agree and appreciate your comments and suggestions to improve our manuscript. We have used the resources of IQ TRADUCCIÓN CIENTÍFICA (http://iqtraduccion.com/articulos/) language polishing services by native English speakers in an effort to improve grammatical issues and general language of the manuscript. We attach a Certificate of English Editing.
Respose: Thanks for your comment. This paragraph has been rephrased according to the reviewer`s suggestion. 8) Table 4 -you've still got a "si" in there rather than a "yes" Respose: This was a mistake, thank you for pointing this out, this has been edited accordingly.
9) Discussion-page 16-lines 15-45... this is really hard to read-it would probably be much better to summarize the studies as which studies reported higher or lower rates and what some of the differences were that may explain those discrepancies. Response: Thanks for your comment. This paragraph has been rephrased according to the reviewer's suggestion.
10) Discussion-page 17-lines 17-41: Be careful in your discussion of cesarean rates...there are obviously countries that exceed the recommended cesarean rate, but going too low is also not goodthat's one of the criticisms of the WHO recommendations-there are many instances in which cesarean should be done and not doing so is actually more dangerous. Response: As suggested by the reviewer we have warned readers of the need to consider these data with caution, as sometimes caesarean sections are necessary to save the life of the foetus and/or the pregnant woman. This paragraph has been rephrased according to the reviewer`s suggestion. Now it is reads as follows (page 20):
"It is important to note that, since 1985, health professionals worldwide have estimated that the ideal rate of caesarean section should be between 10% and 15%, therefore, these data should be considered with caution, as a cesarean section with an appropriate indication can potentially save the life of the foetus and/or the pregnant woman". 11) Discussion page 17, lines 44-50: Again-I think I understand what you are trying to state here, but the sentence wording is really confusing. I'm also not clear why this is appearing in the discussion when it's more of a methods statement. Response: We have moved the paragraph to the methods section as suggested and it has been rephrased according to the reviewer's suggestion.
12) General results -there's no information reported regarding the demographic characteristics of the population -please add. Response: As suggested by the reviewer, we have added the demographic characteristics of the population. In the revised manuscript the following paragraph has been rewritten to summarise the demographic characteristics of the population (pages 10-11): "Of the total number of births (n=3315) registered in our sample, 1863 births (56.2%) took place in pregnant women who were susceptible to being cared for according to the strategy of care for normal births (candidates for a normal birth). The mean age of the women in our sample was 32.52. The majority were European (89.57%) and the second most common origin was from Latin America (7.04%). In total, 55.13% of the pregnant women in the candidate group were primiparous compared to 72.11% of the non-candidate group".
VERSION 2 -REVIEW
REVIEWER
Shigeki Matsubara Jichi Medical University
REVIEW RETURNED
06-Feb-2019
GENERAL COMMENTS
To authors, I well understand that the authors made every effort to improve the manuscript. I do agree and respect that the authors faithfully attempted to incorporate all suggestions into this version. However, such an item-by-item correction/modification naturally has limit because the original data is there: the original data is the same. You compared candidate for normal delivery (please admit me to refer it as low risk) vs. high risk pregnant patients (women) and provided some differences between them in regard to outcome. It is quite natural that there were differences between the two. And, then, you compared episiotomy and cesarean section rate in your data set and that from various data: naturally there may be some differences in them. You claim that indication/description of this difference per se is important. I do not think so. First, it is quite peculiar that a half of women are classified into low risk, meaning that your institute, although being a tertiary center, deals with many low risk patients. This is quite extraordinary situation considering the world standard. Second, describing "your" institute-situation is one thing and being a scientific paper is another thing. Your data may be quite important to make policy for "your own" institute medical/obstetric/mid-wifery system/strategy. Sorry to say this, but we call this type of paper as "record" but not a "scientific paper". To explain the difference between the two is difficult. Roughly speaking, scientific paper should provide knowledge (preferably novel data) generalizable to the scientific world, even though it may be tiny. Only describing the situation does not stand as a paper. Would you please assume the following scenario? Institute A attempted the same study and provided data "A", and then Institute B made the same protocol study and provided data "B". If 1000 institute did it, then 1000 papers may become published. As a matter of fact, many institutes have these data and stocked these data as the institute "annual report", which is usually used to make better strategy. Besides this, the paper is too long and English is still not comfortable as a scientific paper, considering this journal impact factor. Lastly, PAS is the abbreviation of "placenta accreta spectrum". This may hurt your feeling but I tell you this: this type of error really discourages reviewers. Almost all that participate in obstetrics/delivery know such a fundamental terminology: even if you do not know the term, you can very easily retrieve this word via PubMed with only oneminute effort leads you to this word. I hope that you may take my advice positively. I admit your faithfulness. 
REVIEWER
GENERAL COMMENTS
Although the paper is improved from the last round, there are still many issues that need to be dealt with.
1) As a broad comment-the methods section still feels quite confusing. The first two sentences are fine, but after that-the 'Hospital births were classified according to...' paragraph (page 6, lines 3-10) -isn't clear at all and you later present a much clearer definition of "normal" birth on page 7, lines 52-60. I would move up the clearer definition and probably delete the "hospital births were classified" paragraph.
2) The next few paragraphs-I believe you are trying to detail the recommendations for how "normal births" are supposed to be handled (and you're later reporting whether those guidelines were actually followed), correct?
3) page 7-lines 40-50... your interchanging of language continues to be a problem in terms of clarity of reading... you start off the paper still calling these women "candidates for normal birth", but then in this paragraph, you are referring to it as "low-risk deliveries" as long it remains within the limits of normality" ...later on you start calling them candidates vs. non-candidates. The terminology used needs to be consistent throughout the paper. The last sentence here is also confusing... It would be better to simplify to "In our our hospital, each woman is attended by one midwife" (however-the more important question is generally how many women are assigned to each midwife? If you meant that each midwife only tends to one woman-I would clarify that in the above suggested edit...) 4) Methods-page 8, lines 38-45: Please clarify somewhere in the methods-for women who were initially classified as "normal" but subsequently had complications-were they analyzed as part of the "normal group" or the "non-normal group" (this is why I think it would be better to uniformly refer to them as 'low risk' and 'non-low risk'... but this also doesn't address the difference between sort average risk and high risk...) 5) Methods-page 10, lines 7-10: should state "Mann-Whitney U test" 6) Methods-page 10, lines 13-16: change "bilateral" to "two-sided" 7) Results-page 10-lines 44-46: this wording is still really rough "women who were susceptible to being cared for according to the strategy of care for normal births (candidates for a normal birth)" ... it would be much clearer to say "Of the total number of births (n=3315) registered in our sample, 1863 (56.2%) met the criteria for a normal birth strategy" (or 'a low-risk birth strategy') Same issues with the next paragraph... the wording just continues to read awkwardly. Same with some of the labeling in S1 Figure. 8) Page 11-12 lines 51-60, 3-8... again, the terminology is just getting really confusing... "69.96% of the births among the group of candidates were normal?" I think you might mean that 69.96% didn't require any additional interventions during the birth? There's also not much commentary on the fact that although active management of third stage was higher in the candidate group-it's still only 59%.
12) Discussion, page 18, lines 32-37 "The results of maternal and neonatal morbidity were likewise more favorable..." This isn't entirely accurate-it looks like there were significantly more perineal tears in the candidate group... which would be a good segue into the discussion on the use of episiotomy...
My last general comment is that I'm still not clear on what the novelty of the paper is supposed to be... we already know that lowrisk pregnancies generally have better birth outcomes... it seems like the focus here is really on whether practitioners followed the guidelines for handling women classified as low risk. And that it would make more sense to have more of the discussion be on why adherence isn't as high as would be suspected or ways in which adherence can be encouraged (something along those lines)
VERSION 2 -AUTHOR RESPONSE
Reviewer(s)' Comments to Author:
Reviewer: 2 1) As a broad comment-the methods section still feels quite confusing. The first two sentences are fine, but after that-the 'Hospital births were classified according to...' paragraph (page 6, lines 3-10) -isn't clear at all and you later present a much clearer definition of "normal" birth on page 7, lines 52-60. I would move up the clearer definition and probably delete the "hospital births were classified" paragraph.
Response: Thanks for your comment. We have edited the text as suggested.
Response: Yes, It is correct. These paragraphs were rephrased according to the reviewer`s suggestion dated December 30, 2018.
3) page 7-lines 40-50... your interchanging of language continues to be a problem in terms of clarity of reading... you start off the paper still calling these women "candidates for normal birth", but then in this paragraph, you are referring to it as "low-risk deliveries" as long it remains within the limits of normality" ...later on you start calling them candidates vs. non-candidates. The terminology used needs to be consistent throughout the paper. The last sentence here is also confusing... It would be better to simplify to "In our our hospital, each woman is attended by one midwife" (however-the more important question is generally how many women are assigned to each midwife? If you meant that each midwife only tends to one woman-I would clarify that in the above suggested edit...).
Response: Thanks for your comment. We have edited the text according to the reviewer`s suggestion:
"As it is recommended in the guidelines, in our hospital each woman is attended by one midwife". 4) Methods-page 8, lines 38-45: Please clarify somewhere in the methods-for women who were initially classified as "normal" but subsequently had complications-were they analyzed as part of the "normal group" or the "non-normal group" (this is why I think it would be better to uniformly refer to them as 'low risk' and 'non-low risk'... but this also doesn't address the difference between sort average risk and high risk...)
Response: We have tried to explain in methods that the concept of candidate for a normal birth is a term that applies to the moment when a pregnant woman enters hospital with spontaneous onset of birth, and is assessed by the midwife. Based on current international recommendations for birth attendance: women with a "low-risk pregnancy" are candidates for low intervention care and may benefit from care that is less interventionist. From this point of view "candidate for a normal birth" and "low-risk pregnancy" are synonyms, and women with a "high risk pregnancy" are not candidates for this type of low intervention protocol. However, in some of the "high-risk pregnancies", women may benefit from any (not all) of the actions contained in the low intervention protocol contemplated in the assistance to candidates for a normal birth, such as: no routine episiotomy, no perineal shaving or routine cleaning enemas. Please read the second paragraph in the Materials and Methods section.
5) Methods-page 10, lines 7-10: should state "Mann-Whitney U test"
Response: We have made the change.
6) Methods-page 10, lines 13-16: change "bilateral" to "two-sided"
7)
Results-page 10-lines 44-46: this wording is still really rough "women who were susceptible to being cared for according to the strategy of care for normal births (candidates for a normal birth)" ... it would be much clearer to say "Of the total number of births (n=3315) registered in our sample, 1863 (56.2%) met the criteria for a normal birth strategy" (or 'a low-risk birth strategy') Same issues with the next paragraph... the wording just continues to read awkwardly. Same with some of the labeling in S1
Figure.
Response: We have shortened text, understanding that expressing ideas with the minimum content of words helps to clarify. The same approach has ben applicated to S1 Figure. 8) Page 11-12 lines 51-60, 3-8... again, the terminology is just getting really confusing... "69.96% of the births among the group of candidates were normal?" I think you might mean that 69.96% didn't require any additional interventions during the birth?
Response: Yes, as it is showed in table 1. Normal births denotes cephalic, no instrumental births, this is, without requiring any additional intervention during the birth. We have explained it in the text. Mann-Whitney U (non-parametric) 11) page 17, lines 32-39 & Table 5 -again, terminology becomes extremely confusing with "normal"
9)
vs. "candidate"
Response: We have defined the term "Normal birth" in the method section as a euthocic delivery, cephalic, no instrumental, this is, without requiring any additional intervention during the birth. We tried to explain that even though the women were considered candidates for a normal birth, and the deliveries were also finally euthocic, cephalic without any additional intervention, this type of delivery was attended by midwives only in the 74.17% of the time.
We have changed all the paragraph together with the previous paragraph. Respose: In studies in which collection is based on secondary information (records), one of the main limitations may be the poor quality of the information, which could lead to a possible information bias.
To minimize such bias, prior to the onset of the study, we selected the variables which tend to be stated in the medical records more homogenously, systematically and objectively.
In order to evaluate how often they were adhered to the guidelines for each stage of labor, the following variables were collected: episiotomy, type of treatment during the third stage of labour, instrumental deliveries and caesarean sections. These variables could be included in the analyses.
However, it is important to note that we could not identify homogeneously and systematically this time margin (four hours with a dilation progress of less than two cms once stimulation with oxytocin has been introduced). We could not identify either time margins for passive and active expulsion. For this reason, this data could not be included in the analyses. Therefore, we have included a paragraph with this information in the discusion section (page 21).
There's also not much commentary on the fact that although active management of third stage was higher in the candidate group-it's still only 59%.
Respose: Our hospital is a reference center for umbilical cord blood donation in northern Spain. The possibility of donating is offered to all pregnant women who meet the inclusion criteria for donation (low-risk pregnancies and euthocic deliveries). It could explain the percentage.
Active management of the third stage of labour comprises three manoeuvres: administration of oxytocin IV, early clamping of the umbilical cord and controlled cord traction. These three manoeuvres are not compatible wiht the protocol to extract umbilical cord blood donation. Cord blood donation carried out at the time of third stage of labor, and a physiological management is required. https://extranet.who.int/rhl/topics/preconception-pregnancy-childbirth-and-postpartum-care/careduring-childbirth/care-during-labour-2nd-stage/who-recommendation-episiotomy-policy-0
In our sample, it would appear that there were significantly more perineal tears in the candidate group. However, the perineal tears were: 17.58% of first degree tears, 13.07% of second degree tears, 0.34% of third-degree tears, and no fourth-degree tears.
Due to these results, we considered that our results of maternal and neonatal morbidity were likewise more favorable.
My last general comment is that I'm still not clear on what the novelty of the paper is supposed to be...
we already know that low-risk pregnancies generally have better birth outcomes... it seems like the focus here is really on whether practitioners followed the guidelines for handling women classified as low risk. And that it would make more sense to have more of the discussion be on why adherence isn't as high as would be suspected or ways in which adherence can be encouraged (something along those lines)
Respose: We agree. In "low-risk" women it can be reasonably expected that they have a better outcome. However, there are novel points of this study.
The first one is the adherence to international recommendations. The indicators of quality of care showed statistically significant differences according to whether or not the pregnant woman was considered to be candidate for a normal birth, suggesting a differential clinical practice according to the recommendations of international guidelines.
The second one is the safety. Our results show that this low intervention is safe, i.e. it is not associated with an increased risk in either maternal or neonatal morbidity.
Lastly, the percentages of episiotomies and caesarean sections, seems to be susceptible to decrease.
Why adherence is not as high as would be expected?
The incidence of episiotomy can vary greatly depending on the hospital's obstetric protocol, population or country. However, the current international recommendations are clear about the implementation of a policy of selective episiotomies. We believe that the best way to encourage adherence is to research it. It may be interesting to compare the results across different countries in order to assess the degree of implementation of this policy and the impact on maternal or neonatal morbidity. As we pointed out earlier, our results show that this low intervention is safe, i.e. it is not associated with an increased risk in either maternal or neonatal morbidity. We therefore believe that this concrete data can be compared or meta-analysed. Furthermore, this line of research may be of interest to other colleagues or generalizable at least internationally among developed countries.
On the other hand, specific data on the percentages of caesarean sections should be considered with caution. The caesarean rate depends on the policy of the hospital and the population it serve.
Moreover, a cesarean section with an appropriate indication can potentially save the life of the foetus and/or the pregnant woman.
Reviewer: 1
To authors, I well understand that the authors made every effort to improve the manuscript. I do agree and respect that the authors faithfully attempted to incorporate all suggestions into this version. However, such an item-by-item correction/modification naturally has limit because the original data is there: the original data is the same. You compared candidate for normal delivery (please admit me to refer it as low risk) vs. high risk pregnant patients (women) and provided some differences between them in regard to outcome. It is quite natural that there were differences between the two. And, then, you compared episiotomy and cesarean section rate in your data set and that from various data: naturally there may be some differences in them. You claim that indication/description of this difference per se is important. I do not think so.
First, it is quite peculiar that a half of women are classified into low risk, meaning that your institute, although being a tertiary center, deals with many low risk patients. This is quite extraordinary situation considering the world standard.
Response: Thanks for your comment. We agree. In "low-risk" women it can be reasonably expected that they would have a better outcome. However, as we pointed out earlier, one of our objectives was to study maternal and neonatal safety after the implementation of of a less interventionist protocol in these women, and our results show that this low intervention is safe, i.e. it is not associated with an increased risk in either maternal or neonatal morbidity.
With regard to the characteristics of the patients treated in our tertarian centre, we can say that it is a hospital with 935 beds, with an annual average of 12,500 programmed admissions and 24,000 urgent admissions. 3% of the patients attended, come from other counties. To minimise a possible selection bias, we decided to include all births in the study. 56% of pregnant women were classified as low-risk pregnant women according to the current international recommendations.
Second, describing "your" institute-situation is one thing and being a scientific paper is another thing.
Your data may be quite important to make policy for "your own" institute medical/obstetric/mid-wifery system/strategy. Sorry to say this, but we call this type of paper as "record" but not a "scientific paper".
To explain the difference between the two is difficult. Roughly speaking, scientific paper should provide knowledge (preferably novel data) generalizable to the scientific world, even though it may be tiny. Only describing the situation does not stand as a paper. Would you please assume the following scenario? Institute A attempted the same study and provided data "A", and then Institute B made the same protocol study and provided data "B". If 1000 institute did it, then 1000 papers may become published. As a matter of fact, many institutes have these data and stocked these data as the institute "annual report", which is usually used to make better strategy.
Respose: We believe that we have novel points from this study. Our results show that this low intervention is safe, i.e. it is not associated with an increased risk in either maternal or neonatal Besides this, the paper is too long and English is still not comfortable as a scientific paper, considering this journal impact factor. Lastly, PAS is the abbreviation of "placenta accreta spectrum".
This may hurt your feeling but I tell you this: this type of error really discourages reviewers. Almost all that participate in obstetrics/delivery know such a fundamental terminology: even if you do not know the term, you can very easily retrieve this word via PubMed with only one-minute effort leads you to this word. I hope that you may take my advice positively. I admit your faithfulness.
Response: We appreciate your comments and suggestions to improve our manuscript. We have changed several paragraphs and we have shortened text, understanding that expressing ideas with the minimum content of words helps to clarify.
We had a mistake in this fundamental terminology and we hope this information will help to a better understanding. Based on your guidance in your email dated December 30 2018 we used the resources of the language polishing services in an effort to improve grammatical issues and general language of the manuscript. We had drafted a paragraph in response to the mention placenta accreta spectrum (PAS) or placenta previa. We believe that it must have been an error in the coordination with the translation services. They changed it and we didn't notice. We are very sorry for the error and we have already changed it in the main text.
We appreciate the interest and details of the comments. 
